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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
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..making excellence a habit:
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate No: MD 69326
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Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
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SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.
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Team Valley Trading Estate
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Tyne and Wear
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United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13
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immunochemistry products and medical laboratory equipment
and consumables.
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Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
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Thromboplastin L
Instructions for use e n

INTENDED PURPOSE

The Thromboplastin L kit is intended for carrying out clot based haemostasis assays.

The first standardised one-stage prothrombin time test was developed by Dr. Armand Quick in 1935. It has now become
the basic coagulation screening test for the dlagnosls of congential and acquired deficiencies of clotting factors from the
extrinsic Pathway (factors II, V, VIl and X)"2. It is also used for the induction and monitoring of oral anticoagulant
therapy and can be used to assess the prulem synthesis capability of the liver in chronic or acute hepatic disorders.
Thromboplastin L is of rabbit brain origin but resembles human preparations in its low International Sensitivity Index (ISIg
The IS of Thr in L is appr 1.1 and is cali against the WHO international reference preparation®.
Thromboplastin L is particularly suited to the monitoring of oral anticoagulant therapy and, in conjunction with the
appropriate factor deficient plasma, the measurement of factor activity in the extrinsic pathway. Tissue thromboplastin, in
the presence of calcium ions, is an activator which initiates the extrinsic pathway of coagulation. When a mixture of tissue
thromboplastin and calcium ions is added to normal citrated plasma, the clotting mechanism is activated, leading to a
fibrin clot. If a deficiency exists within the extrinsic pathway, the time required for clot formation will be prolonged
depending on the severity of the deficiency.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal
protective equipment when handling all kit components. Refer to the product safety declaration for the link to appropriate
hazard and precautionary statements where applicable. Dispose of components in accordance with local regulations.

COMPOSITION

Composition Content Description Preparation

Thromboplastin L 2 x 5 mL (REF 5265HL) Liquid Rabbit Brain The liquid, calcified thromboplastin is
8 x 5 mL (REF 5265L) Thromboplastin ready-for-use. No further calcium is
10 x 10 mL (REF 5267L)  containing Calcium required to carry out standard PT

Chloride, stabilisers and Assays. The contents of the vial should
preservatives. be mixed well before use. (5 minutes
on roller).

Each kit contains Instructions For Use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED
The below products can be used in conjunction with Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

STORAGE, SHELF-LIFE AND STABILITY
Unopened reagents are stable until the given expiry date when stored under conditions indicated on the vial or kit label.

Thromboplastin L Opened vials are stable for 2 months at *2 —*8°C, 5 days at *15°C (on-board Sysmex CA-1500 )
and 6 hours at *37°C (on-board AC-4 including reagent container and cap). A shift-use stability of
7 days (Sysmex CA-1500) can be achieved.
DO NOT FREEZE. Large clumps of particles or changes in expected values may indicate
product deterioration.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or 3.8% sodium
citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15 minutes. Plasma should be kept at
*18 —*24°C. Testing should be completed within 4 hours of sample collection, or p\asma can be stored frozen at 20°C for
2 weeks or -70°C for 6 months. Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than 5 minutes®.

PROCEDURE

For accurate INR reporting, it is recommended to determine the laboratory specific ISI of the reagent with the tesnnsg
system in use. The Helena Biosciences Europe ISI Calibrant Plasma Set (REF 5519) is recommended for this purpose
This should be performed for each new reagent batch. The Helena Biosciences Europe INR Reference Set (REF 5490)
should be used to check for shifts in the local system ISI which have been noted with changes in laboratory temperature
and post instrument servicing, amongst other local variances.

Manual Method

1. Mix sufficient Thromboplastin L to complete the anticipated testing for the day and incubate at *37°C for no more
than 4 hours.
2. Pre-warm 0.1 mL of the test plasma at *37°C for 2 minutes.
8. Add 0.2 mL of freshly mixed thromboplastin reagent to the plasma while simultaneously starting a stopwatch.
4. Note the time for clot formation to the nearest 0.1 seconds.
Automated Method

Refer to the appropriate instrument operator manual for detailed instructions or contact Helena Biosciences Europe for
instrument specific application guides.

INTERPRETATION OF RESULTS

Results should be reported to the nearest 0.1 seconds and duplicates should agree within 5% of each other. %PT values
can be interpolated from the calibration graph (%PT of PT Calibration plasmas versus measured clot time), which should
be a straight line when plotted on log-log graph paper.

INR values can be calculated using the following formula: INR = (PT Time Patient / Mean Normal PT Time)‘SI

For clear guidance on the indications for and management of patients on warfarin, please refer to The British Society for
Haematology, for their most current edition of ‘Guidelines on oral anticoagulation with warfarin’. At time of printing this is
the 2011 fourth edition®.

LIMITATIONS

The use of serial dilutions of a reference plasma for the %PT curve is not recommended as this can lead to discrepancies
caused by the low fibrinogen in the reference plasma dilutions which are not reflected in patient samples having
predominantly normal fibrinogen levels. Helena Biosciences Europe advise use of the 5504R %PT/Direct INR kit for this
purpose.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior
to each batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform
as expected, patient results should be considered invalid.

Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each
laboratory should establish its own reference ranges. This is particularly important for local ISI calibration. Using the
Sysmex series of instruments, normal values ranging from 11.50 - 14.60 seconds; 0.930 - 1.160 INR; 79.10 - 112.80 %PT
are typical.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or their representatives
using a Sysmex CA-1500 coagulation instrument. Each laboratory should establish its own performance data.

Reproducibility

Sample Routine Control N Routine Control A Routine Control SA

SD CV (%) SD CV (%) SD CV (%)
Repeatability 0.07 0.59 0.24 1.09 0.45 1.1
Between-run 0.10 0.83 0.16 0.75 0.49 1.20
Between-day 0.04 0.32 0.06 0.27 0.25 0.62
Within-device / Laboratory 0.12 1.07 0.29 1.35 0.72 1.75
Interferences

Helena Thromboplastin L is insensitive to Heparin levels of up to 2 U/mL. Using a 5% interference threshold, there is no
significant interference from Haemoglobin at concentrations up to 10 g/L. Using a 5% interference threshold, there is no
significant interference from Bilirubin at concentrations up to 0.5 g/L for Thromboplastin L. Lipid interference testing
demonstrates that lipid levels do not directly affect the clot time of the reagent up to 3.75g/L. Lipid concentrations in
excess of this prevent clot detection.

Method Comparison

Comparison of clot time in seconds and INR values were determined using Thromboplastin L and Thromboplastin LI on
268 samples. The following correlations were obtained:

Thromboplastin L (Seconds) = 0.9911x + 0.1038 % =0.9941 n =268
Thromboplastin L (INR) = 0.9853x + 0.0261 % = 0.9500 n =268
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Thromboplastin L fr
Fiche technique

UTILISATION

Le kit Thromboplastin L est destiné a la réalisation des analyses de I'hémostase basées sur la formation de caillots.

La premiere méthode de détermination standardisée du temps de prothrombine en une étape a été développée en 1935
par le Dr. Armand Quick. Cette méthode de Quick constitue désormais I'analyse de base de la coagulation servant a
diagnostiquer des anomahes des facteurs de coagulation, congénitales ou acquises, a partir de la voie exmnseque
(facteurs 11, V, VIl et X)'2. Elle sert aussi a I'induction et au monitorage des thérapies avec anticoagulants oraux >4 et elle
peut étre utilisée pour eva\uer la capacité de synthése des protéines du foie chez les patients souffrants de troubles
hépatiques chroniques ou aigus.

Le Thromboplastin L provient de cerveaux de lapin mais il ressemble au BCT humain en raison de son indice de
sensibilité international (ISI) faible. L'ISI du Thromboplastin L est d’environ 1,1 et est étalonné en comparaison avec la
préparation internationale de référence de 'OMS>. Le Thromboplastin L convient tout particuliérement au monitorage des
thérapies avec anticoagulants oraux et, utilisé conjointement au plasma carencé en un facteur approprié, a la
détermination de I'activité du facteur de la voie extrinséque. La thromboplastine tissulaire, en présence d’ions calcium, est
un activateur qui démarre la voie extrinséque de la coagulation. Quand un mélange de thromboplastine tissulaire et d'ions
calcium est ajouté a un plasma citraté normal, le processus de coagulation, qui doit conduire a la production d’un caillot
fibreux, s'active. Si la voie inse présente une ie, le temps né ire & la formation du caillot est allongé
suivant la gravité du trouble de la coagulation.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un équipement de
protection individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de
sécurité du produit pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les
composants conformément aux églementations locales.

COMPOSITION

Composant Contient Description Préparation
Thromboplastin L 2 x 5 mL (REF 5265HL) Thromboplastine liquide La thromboplastine liquide calcifiée est
8 x5 mL (REF 5265L) de cerveau de lapin préte a I'emploi. Aucun calcium
10 x 10 mL (REF 5267L)  contenant du chlorure de supplémentaire n'est nécessaire pour
calcium, des stabilisateurs réaliser des déterminations standard
et des conservateurs. du TP. Le contenu du flacon doit étre
bien mélangé avant utilisation (5
minutes sur un mélangeur a rouleaux).
Chaque kit contient une fiche technique.
Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

Les produits ci-dessous peuvent étre utilisés en conjonction avec la Thromboplastin L :
REF 5519 ISI Calibrant Plasma Set

REF 5490 INR Reference Set

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons de réactif non ouverts sont stables jusqu’a la date de péremption indiquée s'’ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon.

Thromboplastin L Les flacons ouverts sont stables pendant 2 mois & *2 °C — *8 °C, pendant 5 jours & *15 °C (& bord du
Sysmex CA-1500) et pendant 6 heures & *37 °C (& bord de I'AC-4, récipient de réactif et capuchon
inclus). Il est possible d'obtenir une stabilité de période de travail de 7 jours (Sysmex CA-1500).

NE PAS CONGELER. La présence de d’amas de particules ou un écart par rapport aux valeurs
prévues indique une détérioration du produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1 volume de citrate
de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant 15 minutes. Conserver le plasma
entre 18 —*24°C. L'analyse doit étre terminée dans les 4 heures suivant le prélévement de I'échantillon ; sinon, il est
possible de congeler le plasma 2 semaines & -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant de réaliser
I'analyse. Ne pas laisser & *37°C plus de 5 minutes®.

PROCEDURE

Pour obtenir un RNI (rapport normalisé international) précis, il est recommandé a chaque laboratoire de déterminer I'lSI
spécifique du réactif avec le systeme danalyse utilisé. Il est conseillé d'utiliser le ISI Calibrant Plasma Set Helena
Biosciences Europe (REF 5519) pour cela’®. Cette opération doit étre réalisée pour chaque nouveau lot de réactif. Le kit
RNI de référence Helena Biosciences Europe (REF 5490) doit étre utilisé pour vérifier I'existence d’un décalage de I'lSI
du systéme local déterminé en raison d’une variation de la température du laboratoire, suite @ une opération de
maintenance réalisée sur l'instrument ou toute autre variable locale.

Méthode Manuelle

1. Mélanger du Thromboplastin L en quantité suffisante pour réaliser les analyses prévues dans la journée et incuber
& %37 °C pendant 4 heures au maximum.
2. Préchauffer 0,1 mL de plasma & *37°C pendant 2 minutes.
3. Ajouter 0,2 mL de réactif de thromboplastine fraichement mélangé au plasma et démarrer a ce moment un
chronometre.
4. Relever le temps de formation du caillot en arrondissant au dixieme de seconde.
Méthodes Automatisées

Consulter le manuel d'utilisation de l'instrument approprié pour obtenir des instructions détaillées ou contacter Helena
Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS

Les résultats doivent étre indiqués en arrondissant au dixiéme de seconde et I'écart maximal entre eux est de 5%. Il est
possible d'interpoler les valeurs de %TP a partir de la courbe d’étalonnage (%TP des plasmas d'étalonnage du TP par
rapport au temps de coagulation mesuré), qui doit correspondre a une ligne droite quand elle est représentée sur du
papier logarithmique.

La formule suivante permet de calculer les valeurs du RNI: )'S‘

RNI = (Temps TP patient / Temps TP moyen normal;
Pour obtenir des informations claires quant aux indications et a la prise en charge des patients sous warfarine, consulter
la British Society for Haematology pour obtenir la derniére édition des Guidelines on oral anticoagulation with warfarin
(Recommandations relatives & Ianncoagulotherag\e orale avec la warfarine). Au moment de limpression du présent
document, il s'agit de la quatrieme édition de 2011°.

LIMITES

Il est déconseillé de réaliser des dilutions du plasma de référence pour la courbe de %TP, car cela risquerait d’entrainer
des divergences dues au faible taux de fibrinogéne présent dans les dilutions du plasma de référence, ce qui ne serait
pas représentatif des échantillons patients qui ont principalement des taux de fibrinogéne normaux. Helena Biosciences
Europe conseille I'utilisation du kit 5504R %PT/Direct INR dans ce but.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contrdle qualité. Les plasmas de contréle, normaux et anormaux,
doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que I'instrument et I'opérateur offrent des
performances satisfaisantes. Si les contréles ne donnent pas les résultats prévus, les résultats du patient doivent étre
considérés comme non valables.

Helena Biosciences Europe distribue les contréles suivants & utiliser avec ce produit:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d’un laboratoire & I'autre suivant les techniques et les systémes utilisés. C'est
pour cette raison qu’il appartient a chaque laboratoire de déterminer ses propres plages de référence. Ceci est
particulierement important pour I'étalonnage de I'lSI local. Avec les instruments de la série Sysmex, l'intervalle type des
valeurs normales est de 11,50 - 14,60 secondes; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en utilisant
un instrument de coagulation Sysmex CA-1500. Chaque laboratoire doit établir ses propres données de performance.

Reproductibilité

Echantillon Routine Control N Routine Control A Routine Control SA

sD CV (%) sb cV (%) sp cV (%)
Répétabilité 0,07 0,59 0,24 1,09 0,45 1,1
Inter-séries 0,10 0,83 0,16 0,75 0,49 1,20
Inter-jours 0,04 0,32 0,06 0,27 0,25 0,62
Intra-dispositif/laboratoire 0,12 1,07 0,29 1,35 0,72 1,75
Interférences

Thromboplastin L (ISI faible) d'Helena ne présente pas d'interférences avec un taux d'héparine jusqu'a 2 U/mL. En
utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de I'némoglobine & une concentration
jusqu'a 10 g/L. En utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de la bilirubine a une
concentration jusqu'a 0,5 g/L pour la Thromboplastin L. Une évaluation de l'interférence des lipides montre que les taux
de lipides n'affectent pas le temps de coagulation du réactif jusqu'a 3,75 g/L. Une concentration en lipides dépassant
cette limite empéche la détection du caillot.

Comparaison de la méthode

Des comparaisons du temps de coagulation en secondes et en valeurs de RNI ont été déterminées en utilisant les
produits Thromboplastin L et Thromboplastin LI avec 268 échantillons. Les corrélations suivantes ont été obtenues:

Thromboplastin L (seconde) = 0,9911x + 0,1038 P= 0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 r? =0,9500 n =268
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Thromboplastin L
Anleitung d e

VERWENDUNGSZWECK

Das Thromboplastin L Kit ist fiir koagulometrische Gerinnungstests vorgesehen.

Die erste standardisierte Prothrombinzeit als Einstufen-Test wurde 1935 von Dr. Armand Quick entwickelt. Mittlerweile ist
er der Standard-Screeningtest in der Gerinnung zur Diagnose elnes vererbten oder erworbenen
Gerinnungsfaktormangels des extrinsischen Systems (Faktor II, V, VIl und X) Er wird auch zur Einstellung und
Uberwachung von oralen Anllkoagulanz(heraplen34 verwendet und kann bei chromschen und akuten Lebererkrankungen
zur Beurteilung der Funktionsfahigkeit der Leber bei der Proteinsynthese herangezogen werden.

Thromboplastin L wird aus Kaninchenhirn gewonnen, ahnelt aber mit seinem niedrigen ,International Sensitivity Index“
(ISl) humaner Blutgennnungszell Der ISI von Thromboplastin L liegt bei ca. 1,1 und ist gegen WHO ,International
Reference Preparation Kalibriert®. Thromboplastin L ist besonders fiir die Uberwachung oraler Antikoagulanztherapien
geeignet und, in Verbindung mit dem prechenden Faktor-| bei der Messung von Faktoraktivitdten im
extrinsischen System. Gewebethromboplastin ist in Anwesenheit von Calcium-lonen ein Aktivator, der das extrinsische
Gerinnungssystem auslost. Gibt man eine Mischung von Gewebethromboplastin und Calcium-lonen zu normalem
Citratplasma, wird die Gerinnungskaskade aktiviert und es bildet sich ein Fibringerinnsel. Besteht innerhalb des
extrinsischen Systems ein Mangel, verlangert sich, je nach Schwere dieses Mangels, die Zeit bis zur Ausbildung eines
Gerinnsels.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen.
NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit sémtlichen Komponenten des Kits geeignete Schutzausriistung.
Beachten Sie gegebenenfalls die Verweise auf entsprechende Gefahren- und Vorbeugeerkldarungen in der
Produktsicherheitserklarung. Entsorgen Sie die Komponenten geméaB den értlichen Vorschriften.

ZUSAMMENSETZUNG

Komponente Inhalt Beschreibung
Thromboplastin L~ 2 x 5 mL (REF 5265HL) Flussiges Thromboplastin
8 x5 mL (REF 5265L) aus Hasenhirn mit
10 x 10 mL (REF 5267L)  Calciumchlorid,
Stabilisatoren und
Konservierungsstoffen.

Vorbereitung

Das fliissige, kalzifizierte
Thromboplastin ist einsatzbereit. Fir
die Durchfiihrung von
standardmaBigen PT-Analysen ist
kein zusétzliches Calcium
erforderlich. Der Inhalt der Ampulle
muss vor der Verwendung gut
gemischt werden (5 Minuten auf
dem Walzenmischer).

Jedes Kit enthalt eine Gebrauchsanweisung

Jedes Kit enthalt chargenspezifischen Referenzwerten

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL
Die folgenden Produkte kénnen in Kombination mit Thromboplastin L verwendet werden:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

LAGERUNG, HALTBARKEIT UND STABILITAT

Ungeodffnete Reagenzien sind unter den auf Verpackung oder Fldschchen angegebenen Lagerbedingungen bis zum
aufgedruckten Verfallsdatum stabil.

Thromboplastin L~ Offene Ampullen sind 2 Monate bei *2 —*8°C, 5 Tage bei *15°C (im Sysmex CA-1500) und 6
Stunden bei *37°C (im AC-4 mit Reagenzbehélter und Deckel) stabil. Eine Stabilitat von 7 Tagen im
Schichteinsatz (Sysmex CA-1500) kann erreicht werden.
NICHT EINFRIEREN. GroBe Verklumpungen oder Veranderungen in den Normalwerten kénnen auf
eine Verfall des Produkts hinweisen.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als Antikoagulanz (1 Teil)
entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma abpipettieren. Plasma bei *18 —*24°C lagern.
Plasma sollte innerhalb von 4 Stunden verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder -70° C fir 6 Monat
gelagert werden. Vor dem Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen®.

VORGEHENSWEISE

Um einen korrekten INR zu erhalten wird empfohlen, den laborspezifischen IS| fir das Reagenz mit dem verwendeten
Teslsystem zu bestimmen. Helena Biosciences Europe empfiehlt zu diesem Zweck das Plasma-Kalibrator-Set REF
5519"%. Das sollte mit jeder neuen Reagenzien-Charge durchgefihrt werden. Das Helena Biosciences Europe INR
Reference Set (REF 5490) dient zur Uberprifung von Verschiebungen im ISI vor Ort, die unter anderem durch
Veranderungen der Labortemperatur und nach Wartungsarbeiten an den Geréten festgestellt worden sind.

Manuelle Methode

1. Mischen Sie eine de Menge von Tt in L an, um die fiir den Tag geplanten Tests
durchzufiihren und inkubieren Sie es nicht langer als 4 Stunden bei *37°C.
2. 0,1 mLdes zu testenden Plasmas bei *37°C 2 Minuten vorwérmen.
3. 0,2 mL des frisch zubereiteten Thromboplastin-Reagenz zum Plasma pipettieren, dabei gleichzeitig Stoppuhr
driicken.
4. Die Zeit bis zur Gerinnselbildung bis auf 0,1 Sekunden genau stoppen.
Automatisierte Methoden

Siehe die Bedienungsanleitung des entsprechenden Geréts fiir genaue Anweisungen oder wenden Sie sich an Helena
Biosciences Europe fiir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Ergebnisse sollten bis auf 0,1 Sekunden genau gemessen werden und Doppelbestimmungen nicht mehr als 5%
abweichen. % TPZ-Werte koénnen ausgehend von der Kalibratorkurve interpoliert werden (% TPZ des
TP-Kali zu rer Gerinnungszeit) und sollten auf doppeltlogarithmischem Millimeterpapier eine
gerade Linie ergeben.

INR-Werte kénnen anhand der folgenden INR = (PT Zeit Patient / Mittelwert normale TPZ)ISI

Formel berechnet werden:

Fur klare Leitlinien zu den Indikationen fiir und der Versorgung von Patienten unter Warfarin siehe die aktuelle Ausgabe
der "Guidelines on oral anticoagulation with warfarin" der British Society for Haematology. Zum Zeitpunkt der
Drucklegung ist das die 4. Ausgabe, 2011°.

EINSCHRANKUNGEN

Die Verwendung einer Serienverdiinnung von Referenzplasma ist fiir die %PT-Kurve nicht zu empfehlen, da das zu
Diskrepanzen aufgrund von niedrigem Fibrinogen in den Referenzplasma-Verdiinnungen fiihren kann, das nicht den
Patientenproben entspricht, die in der Regel normale Fibrinogen-Werte haben. Helena Biosciences Europe empfiehlt zu
diesem Zweck das Set 5504R %PT/Direct INR einzusetzen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben miissen normale
und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende Gerateleistung und Bedienung zu
gewdhrleisten. Liegen die Kontrollen auBerhalb des Normbereichs, sind die Patientenergebnisse nicht zu verwenden.

In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem
Grund sollte jedes Labor seine eigenen Referenzwertbereiche erstellen. Dieses ist besonders fiir die ISI-Kalibration vor
Ort wichtig. Mit der Instrumentenreihe Sysmex liegen die typischen Normwerte zwischen 11,50 - 14,60 Sekunden; 0.930 -
1.160 INR; 79.10 - 112.80 %PT .

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem Sysmex
CA-1500 Gerinnungsgerat ermittelt. Jedes Labor muss seine eigenen Werte ermitteln.

Reproduzierbarkeit

Probe Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Wiederholbarkeit 0,07 0,59 0,24 1,09 0,45 1,1

Bei verschiedenen Analysen 0,10 0,83 0,16 0,75 0,49 1,20

An verschiedenen Tagen 0,04 0,32 0,06 0,27 0,25 0,62

Selbes Geréat/Labor 0,12 1,07 0,29 1,35 0,72 1,75

Stérungen

Helena Thromboplastin L ist unempfindlich gegeniiber Heparinwerten bis zu 2 Einheiten/mL. Mit einer Stérschwelle von 5
% gibt es keine besondere Interferenz durch Hdmoglobin bei Konzentrationen von bis zu 10 g/l. Mit einer Stérschwelle
von 5 % gibt es keine besondere Interferenz durch Bilirubin bei Konzentrationen von bis zu 0,5 g/l bei Thromboplastin L.
Lipidinterferenztests zeigen, dass die Lipidmenge die Gerinnungszeit des Reagenz bis 3,7 g/l nicht direkt beeinflusst.
Héhere Lipidkonzentrationen verhindern die Gerinnungserkennung.

Methodenvergleich

Thromboplastin L und Thromboplastin LI wurden an 268 Proben angewandt. Dabei wurden die Gerinnungszeit in
Sekunden verglichen und die INR-Werte bestimmt. Es ergaben sich folgende Korrelationen:

Thromboplastin L (sekunden) = 0,9911x + 0,1038 % =0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 ? =0,9500 n=268
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Thromboplastin L |t
Istruzioni per I'uso

SCOPO PREVISTO

Il kit Thromboplastin L & concepito per I'esecuzione di dosaggi di emostasi basati sulla presenza di coaguli.

| primo test del tempo di protrombina standardizzato venne messo a punto dal Dr. Armand Quick nel 1935. Attualmente,
questo test & diventato il metodo basilare di screening della coagulazione per la diagnosi di deficienze congenite ed
acquisite dei fattori di coagulazione dal percorso estrinseco (fanan 11, V, VIl e X)""2. Questo test viene utilizzato anche per
Iinduzione e il monitoraggio della terapia anticoagulante orale™ 34e puo essere impiegato per valutare la capacita di sintesi
proteica del fegato in disordini epatici cronici o acuti.

Il kit Thromboplastin L & realizzato a partire da cervello di coniglio, ma rassomiglia a BCT umano in termini di basso indice
di sensibilita internazionale (ISI). L'ISI del kit Thromboplastin L & approssimativamente pari a 1,1 ed & calibrato rispetto
alla preparazione di riferimento internazionale dell'OMS®. 11 kit Thromboplastin L e particolarmente indicato per il
monif della terapia { llante orale e, in combinazione con plasma carente del fattore appropriato, per la
misurazione dell'attivita del fattore nel percorso estrinseco. In presenza di ioni di calcio, la tromboplastina tissutale & un
attivatore che da inizio al percorso di coagulazione estrinseco. Quando una miscela di tromboplastina tissutale e di ioni di
calcio viene aggiunta a normale plasma citrato, si attiva il meccanismo di coagulazione che porta alla formazione di un
coagulo di fibrina. Qualora sussista una deficienza all'interno del percorso estrinseco, il tempo richiesto per la formazione
del coagulo risultera prolungato in funzione della gravita della deficienza.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare
un’adeguata attrezzatura protettiva personale durante la manipolazione di tutti i componenti del kit. Per conoscere i
relativi simboli precauzionali e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto.
Smaltire i componenti conformemente alle normative locali vigenti.

COMPOSIZIONE

Componente Contiene Descrizione Preparazione
Thromboplastin L 2 x 5 mL (REF 5265HL) Tromboplastina liquida di La tromboplastina calcica liquida &
8 x 5 mL (REF 5265L) cervello di coniglio pronta all'uso. Per eseguire dosaggi PT
10 x 10 mL (REF 5267L)  contenente cloruro di standard non & necessario altro calcio.
calcio, stabilizzatori e Il contenuto della fiala deve essere
conservanti. miscelato accuratamente prima dell'uso
(5 minuti su un rullo).
Ogni kit contiene un Istruzioni per l'uso.
Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

In inazione con la Thr L & possibile utilizzare i seguenti prodotti:
REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

CONSERVAZIONE, VITA UTILE E STABILITA

| reagenti non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate sul flacone o
sull’etichetta del kit

Thromboplastin L Le fiale aperte sono stabili per 2 mesi ad una temperatura compresa tra *2 e *8°C, per 5 giorni a
*15°C (Sysmex CA-1500 on-board) e per 6 ore a *37°C (AC-4 on-board compresi il contenitore del
reagente e il tappo). E possibile ottenere una stabilita d’uso di 7 giorni (Sysmex CA-1500).

NON CONGELARE. Ammassi consistenti di particelle o variazioni nei valori previsti possono essere
indice di deterioramento del prodotto.

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti) deve essere
raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma in seguito a centrifugazione
a 1500 x g per 15 minuti. Il plasma deve essere conservato a *18 —*24°C. | test devono essere completati entro 4 ore
dalla raccolta dei campioni; in alternativa, il plasma pud essere conservato congelato a -20°C per 2 settimane o a -70°C

per 6 mese. Decongelare rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti®.

PROCEDURA

Per un rilevamento accurato dell'INR si raccomanda di determinare I'lSI specifico del laboratorio per il reagente con il
slstema di test in uso. A tale scopo si raccomanda il ISI Calibrant Plasma Set (REF 5519) di Helena Biosciences
Europe % Questa procedura deve essere eseguita per ogni nuovo lotto di reagente. L'INR Reference Set (REF 5490) di
Helena Biosciences Europe deve invece essere utilizzato per rilevare eventuali spostamenti dell’lSI del sistema locale
osservati in concomitanza con cambiamenti della temperatura del laboratorio e in seguito a manutenzione dello
strumento, tra le altre variazioni locali.

Metodo Manuale

1. Miscelare un quantitativo di Thromboplastin L sufficiente a completare i test previsti per la giornata e incubare a
+37°C per un massimo di 4 ore.
2. Preriscaldare 0,1 mL di plasma di prova a *37°C per 2 minuti.
8. Aggiungere al plasma 0,2 mL di reagente a base di tromboplastina appena miscelato, azionando
contemporaneamente un cronometro.
4. Annotare il tempo di formazione del coagulo con un’approssimazione a 0,1 secondi.
Metodo Automatico

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare Helena
Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

| risultati devono essere indicati con un’approssimazione a 0,1 secondi e le ripetizioni devono corrispondere con una
tolleranza del 5%. | valori di %PT possono essere interpolati dal grafico di calibrazione (%PT dei plasmi di calibrazione PT
vs. tempo di coagulazione rilevato), che, se tracciato su carta a doppia scala logaritmica, deve apparire sotto forma di
linea retta.

| valori di INR possono essere calcolati )‘S'

utilizzando la seguente formula:

INR = (Tempo di PT Paziente / Tempo di PT normale medio,

Per una guida chiara sulle indicazioni per la gestione dei pazienti con warfarina fare riferimento a The British Society for
Haematology per la loro edizione pit aggiornata delle ‘Linee guida sull'anticoagulazione orale con warfarina’. Al momento
della stampa questa ¢ la quarta edizione del 2011 S,

LIMITAZIONI

Si sconsiglia Iimpiego di diluizioni seriali di un plasma di riferimento per la curva %PT, che infatti possono dare luogo a
discrepanze dovute al basso livello di fibrinogeno nelle diluizioni del plasma di riferimento, che non compaiono invece nei
campioni dei pazienti con livelli di fibrinogeno prevalentemente normali. Helena Biosciences Europe consiglia di utilizzare
a questo scopo il kit 5504R %PT/Direct INR.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere
testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto
riguarda lo strumento che per I'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti
dovranno essere considerati non validi.

Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per
tale motivo ciascun laboratorio dovra elaborare i propri range di riferimento. Cio & particolarmente importante per la
calibrazione dell’ISI locale. Con I'impiego della gamma di strumenti Symex, i valori normali che variano tra 11,50 - 14,60
secondi; 0.930 - 1.160 INR; 79.10 - 112.80 %PT sono ritenuti tipici.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai propri rappresentanti
con l'utilizzo di uno strumento di coagulazione Sysmex CA-1500. Ciascun laboratorio dovra pertanto elaborare i propri
dati prestazionali.

Riproducibilita

Campione Routine Control N Routine Control A Routine Control SA
sD CV (%) SD CcV (%) SsD CV (%)

Ripetibilita 0,07 0,59 0,24 1,09 0,45 1,1

Tra le serie 0,10 0,83 0,16 0,75 0,49 1,20

Tra giorni 0,04 0,32 0,06 0,27 0,25 0,62

Allinterno del dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferenze

La Thromboplastin L Helena non & sensibile ai livelli di eparina di oltre 2 U/mL. Utilizzando una soglia di interferenza del
5%, non risulta esserci alcuna significativa interferenza da parte del’emoglobina a concentrazioni fino a 10 g/I. Utilizzando
una soglia di interferenza del 5%, non risulta esserci alcuna significativa interferenza da parte della bilirubina a
concentrazioni fino a 0,5 g/l per la Thromboplastin L. | test per le interferenze dei lipidi dimostrano che i livelli dei lipidi non
influenzano direttamente il tempo di coagulazione del reagente fino a 3,75 g/l. Concentrazioni lipidiche superiori a questo
valore impediscono il rilevamento del coagulo.

Confronto dei metodi
Si & eseguito un confronto su 268 campioni tra il tempo di coagulazione in secondi e i valori INR utilizzando la
tromboplastina L e la tromboplastina LI. Si sono ottenute le seguenti correlazioni:

Thromboplastin L (secondi) = 0,9911x + 0,1038 ? =0,9941 n=268
Thromboplastin L (INR) = 0,9853x + 0,0261 = 0,9500 n =268
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Thromboplastin L
Instrucciones de uso eS

USO PREVISTO

El uso previsto del kit Thromboplastin L es realizar ensayos de hemostasia basados en la coagulacion.

La primera prueba estandarizada de la protrombina en una sola etapa fue desarrollada por el Dr. Armand Quick en 1935.
Ahora se ha convertido en la prueba de cribado basico de la coagulacion para el dlagnosnco de deficiencias congénitas y
adquiridas de factores de coagulacion de la via extrinseca (factores II, V, VIl y X)"2. Se usa también para la induccion y
monitorizacién del tratamiento anticoagulante oral 3.4 y puede usarse para valorar la capacidad de sintesis de proteinas
del higado en trastornos hepaticos cronicos o agudos

La Thromboplastin L tiene su origen en cerebro de conejo, pero se parece a la BCT humana en su bajo indice de
Sensibilidad Internacional (ISI). EI ISI de Thror L es de ap nente 1,1y se calibra contra el preparado
de referencia internacional de la OMS®. La prueba de Thromboplastin L esta especialmente adaptada a la monitorizacion
del tratamiento ar Jlante oral y, j con el plasma deficiente en el factor oportuno, la medicién de la
actividad de los factores en la via extrinseca. La tromboplastina tisular, en presencia de iones calcio, es un activador que
inicia la via extrinseca de la coagulacion. Cuando se afiade una mezcla de tromboplastina tisular e iones calcio al plasma
normal citratado, se activa el mecanismo de coagulacién, conduciendo a un coagulo de fibrina. Si se produce una
deficiencia dentro de la via extrinseca, el tiempo necesario para la formacion de coagulos se prolongara dependiendo de
la intensidad de la deficiencia.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion
personal adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para
saber més sobre las indicaciones adecuadas de advertencia y riesgo. Desechar los componentes de conformidad con
las normativas locales.

COMPOSICION

Componente Contiene Descripcion Preparacion
Thromboplastin L 2 x 5 mL (REF 5265HL) Tromboplastina liquida de La tromboplastina liquida calcificada
8 x 5 mL (REF 5265L) cerebro de conejo que esta lista para su uso. No es necesario
10 x 10 mL (REF 5267L)  contiene cloruro de calcio, mas calcio para realizar pruebas
estabilizadores y estandar de PT. Los contenidos del vial
conservantes. se deben mezclar bien antes de
utilizarlo (5 minutos en el rodillo).
Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

ARTICULOS NECESARIOS NO SUMINISTRADOS
Los siguientes productos se puede utilizar junto con la Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los reactivos no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones
indicadas en el vial o en la etiqueta del kit.

Thromboplastin L Los viales abiertos permanecen estables durante 2 meses a una temperatura de entre *2 — *8°C, 5
dias a una temperatura mayor a *15°C (en el Sysmex CA1500), y 6 horas a una temperatura mayor
a*37°C (en el AC-4, incluido el contenedor del reactivo y el tapon). Se puede conseguir estabilidad
multiuso de 7 dias (Sysmex CA-1500).

NO CONGELAR. Los grumos grandes de particulas o los cambios en los valores esperados pueden
indicar deterioro del producto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el anticoagulante citrato sodico
al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion a 1500 x g durante 15 minutos. El plasma
debe conservarse a *18 —*24°C. Las pruebas deberian terminarse en 4 horas desde la recogida de las muestras o el
plasma puede conservarse congelado a -20°C durante 2 semanas o -70°C durame 6 mes. Descongelar rapidamente a
*37°C antes de realizar la prueba. No conservar a *37°C durante mas de 5 minutos®.

PROCEDIMIENTO

Para la comunicacion exacta del INR, se recomienda determinar la ISI especifica del laboratorio del reactivo con el
sistema de prueba en uso. Se recomienda el ISI Calibrant Plasma Set de Helena Biosciences Europe (REF 5519) para
este fin®. Esto debe realizarse para cada nuevo lote de reactivos. Debe usarse el Set de Referencia de INR de Helena
Biosciences Europe (REF 5490) para comprobar las desviaciones en el ISI del sistema local que se han observado con
cambios en la temperatura del laboratorio y el mantenimiento posinstrumental, entre otras variaciones locales.

Método Manual

1. Mezclar la cantidad suficiente de Thromboplastin L para completar la prueba anticipada para el dia e incubar a
+37°C durante un periodo de tiempo no superior a 4 horas.
2. Precaliente 0,1 mL del plasma de prueba a *37°C durante 2 minutos.
8. Afada 0,2 mL de reactivo de tromboplastina recién mezclado al plasma mientras pone en marcha
simultaneamente un cronémetro.
4. observa el tiempo hasta la formacion del coagulo procurando afinar en la décima 0,1 de segundo mas proxima.
Método Automatizado

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o pongase en contacto con
Helena Biosciences Europe para notas de aplicacion especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

Los resultados deben comunicarse en los 0,1 segundos mas préximos y las pruebas duplicadas deben estar de acuerdo
entre si dentro del 5%. Los valores de %TP pueden interpolarse a partir del grafico de calibracion (%TP de los plasmas
de calibracion del TP frente al tiempo de coagulo medido) que debe ser una linea recta cuando se representa en un
papel de graficos log-log.

Los valores de INR pueden calcularse INR = (Tiempo de TP Paciente / Tiempo de TP normal medio)‘s‘

usando la siguiente formula:

Si necesita una guia clara de indicaciones y tratamiento de pacientes con warfarina, consulte The British Society for
Haematology y su ultima edicion de “Guidelines on oral anticoagulation with warfarin” que, en el momento de impresion
de este documento, se encuentra en su cuarta edicion de 2011°.

LIMITACIONES

El uso de diluciones seriadas de un plasma de referencia para la curva de %TP no se recomienda, porque puede llevar a
discrepancias producidas por el bajo fibrinégeno en las diluciones del plasma de referencia, que no se reflejan en las
muestras de pacientes que tienen fundamentalmente niveles normales de fibrindgeno. Helena Biosciences Europe
recomienda utilizar el kit 5504R %PT/INR directa a tal fin.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el
operador. Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.
Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este producto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta
razoén, cada laboratorio debe establecer su propio intervalo normal. Esto es especialmente importante para la calibracion
local del ISI. Con la serie de instrumentos Sysmex, es frecuente que los valores normales varien entre 11,50 - 14,60
segundos; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTICAS FUNCIONALES

Las sigui caracteristicas de rer > han sido jas por Helena Biosciences Europe o sus
representantes usando un instrumento de coagulacion Sysmex CA-1500. Cada laboratorio debe establecer sus propios
datos de rendimiento.

Reproductibilidad

Muestra Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Repetibilidad 0,07 0,59 0,24 1,09 0,45 1,11

Entre series 0,10 0,83 0,16 0,75 0,49 1,20

Entre dias 0,04 0,32 0,06 0,27 0,25 0,62

En el dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferencias

Helena Thromboplastin L no detecta niveles de heparina inferiores a 2 U/mL.Con un umbral de interferencia del 5%, no
hay interferencias significativas de hemoglobina en concentraciones de hasta 10 g/L. Con un umbral de interferencia del
5%, no hay interferencias significativas de bilirrubina en concentraciones de hasta 0,5 g/L para Thromboplastin L. La
interferencia de lipidos demuestra que los niveles de lipidos no afectan directamente al tiempo de coagulacion del
reactivo hasta 3,75 g/L. Las concentraciones de lipidos superiores evitan detectar la coagulaciéon.

Comparacion del método

La comparacién del tiempo de coagulacion y los valores INR se determiné con tromboplastina L y tromboplastina LI en
268 muestras. Se obtuvieron las siguientes correlaciones:

Thromboplastin L (segundo) = 0,9911x + 0,1038 ? =0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 r = 0,9500 n =268
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Tect-cuctema "XXuakuih Tpom6oniacTmn"
VHCTPYKUMA

ru

HA3HAYEHUWE

KomnnekT TecT-cuctema ">Knakuii Tpom6onnacTuH' npeaHasHaqeH AnA BbiMOMHEHNA aHaIM30B remocTasa Ha OCHoBe
KPOBAHOIO CrycTKa.

BﬂepEble CTaNﬂaDTMBMDOBaHHbIﬁ OIJHOCTa,CLIAIZHbII.;I Tect AnAa onpeaeneHva HDOTpOMGMHOBOFO BpemeHn 6bin
npeanoxeH A-poMm ApMaHI_]OM Keukom B 1935r. Ceiiyac OH CTan OCHOBHbIM CKPUHUHIOBbIM TECTOM ANA ANarHoCTUKN
BPOXAEHHOrO 1 NPUOBPETEHHOr0 AehULMTOB (haKTOPOB CBEPTLIBAHMA KPOBM MO BHeLWHemy nyTu (chakTops! Il, V, VIl n
X)"2. OH TakxKe WMCMIONb3yeTCA ANA MOHWTOPUHIA Tepanuu OpabHbIMA aHTUKOArynAHTaMU®, a Takke MOXeT
NPUMEHATBCA W ANIA OUEHKM  GENoK CUMTETUHYECKOW (hYHKUMM MeYeHM Mpu ee OCTPbIX  NIMGO XPOHNYECKUX
3a6onesaHunAXx.

PeareHT nNpuroToBneH u3 sKCTpakTa TKaHuW Mo3ra Kponvka 1 no csoero M4 aHoro MHpekca
YyscTBUTENbHOCTM) conocTasum co CTaHpapTom TpomGonnacTuHa Bputaunm (BCT — British Comparative
Thromboplastin). MUY >Kuakoro TpDMﬁOI'U'IaCTMHa npyMepHo paseH 1.1 1 oTKanMbpoBaH OTHOCUTENBHO
MeXAyHapoaHoro pedepeHca BO3®. XXuakuit TPOMGONNAcTUH OCOGEHHO MOAXOAUT AJIA MOHUTOPWUHra Tepanuu
opanbHLIMK aHTUKOArynAHTaMM 1 ANA U3MEPEHUA aKTUBHOCTW (hakTOPOB BHELHEro NyTW CBEpPTbIBAHUA(BMECTE C
cooTBeTCTBYIOlWel hakTop-AeUUNTHOI nna3moin). TkaHesbllh TPOMGONNACTUH B NPUCYTCTBUMM WOHOB KanbUMA
ABMAGTCA aKTUBATOPOM BHELUHEro NyTW CBEpPTLIBaHNA KPOBW. Mpn A0GABNEHMM CMECU TKaHeBOro TPOMGONNacTMHa ¢
Kanbumem K HOpMaﬂhHOﬁ L\IATpaTHOI‘/'i nnasme akTMBMpyeTCcA MexaHusm eé CBepTbiBaAHWA, ﬂpMBO,D,RLLlIAIZ K DEPESDBEHVIDO
hnbprHOBOro cryctka. Ecnm y nauneHTa nmeet MecTo aechuunT hakTOpPOB BHELIHEro MyTu, TO BpemA, Heobxoaumoe
AnA obpasoBaHuA crycTka 6yaeT YANMHATLCA NPAMO NPONOPLIMOHANLHO CTeneHn aecuumTa hakTopos.

NPEAYNPEXAEHUA U MEPbI NPEAOCTOPOXXHOCTH

Copepatumecs B 1aHHOM Habope peareHTbl NpeaHasHaueHbl TONMbKO ANA in vitro anarHocTukn— HE MPUHWUMATD
BHYTPb! Mpun paboTe co BceMn KOMMOHEHTaMW Habopa UCMoMb30BaTh COOTBETCTBYIOWIME CPEACTBA UHAMBUAYaNbHON
3awmTel. B cnyyae HEOGXOAMMOCTM CM. CBMAETENCTBO O 6E30MacHOCTM W3AENMA [IA  O3HAKOMIGHUA C
COOTBETCTBYIOLWMMU ONUCAHUAMU ONACHOro BOGAGVICTEVIH n CBeAeHMAMU O Mmepax NpeaoCTOPOXXHOCTW. VnaneHVle
KOMMOHEHTOB B OTXOAbl NPOM3BOANTE B COOTBETCTBUN C MECTHbIMW NpasBunamu.

COCTAB

KoMnoHeHTb! CocrtaB Ha6opa Onucaxune MpuroToBneHune peareHToB
HKugkuin 2 x5 mn (Kat.Ne 5265HL) Tpom6onnacTuH- HKunpakuit KanbUMHUPOBAHHbIA
Tpom6onnacTuH 8 x 5 mn (KaT.Ne 5265L) KasnbLmeBan CycreHauio TPOMGONNACTWH, FOTOBbIVA ANA

10 x 10 mn (KaT.Ne 5267L)  peareHTa U3 aKcTpakTa 1cnonb3oBaHuA. [1NA npoBeaeHua
TKaHW MO3ra Kposvka, Tecta B AONONHUTENbHBIA
pacTtBopa xsiopuaa Kanbumii He TpebyeTcA.
Kanbuna u Copnepmoe ¢hrakoHa
cTabunusaTopos nepemeLaTh A0 UCMONb30BAHMA (5
MWH. Ha ponnepe)

Kavkzibih Habop COAEPXXMT MHCTPYKLVIO MO MPUMEHEHMIO.

Bknagbiw ¢y IX 7 K pi

XapaKTepHbIM ANA AAHHOrO oTa.

aHanusaTopam 1 MeToAaMm UCCneaoBaHna,

HEOBXOAUMBIE KOMMOHEHTbI, HE BKJTIOYEHHbLIE B KOMMNEKT NOCTABKU
MpoayKumMA HKe, KOTOPaA MOXET UCMONb30BaTLCA BMeCTe € TecT-cucTemoit «TpomBonnacTuH»:

Kat.Ne 5519 Kanun6patop MUY
Kat.Ne 5490 KonTpons Ha MHO

XPAHEHUE, CPOK FOIHOCTU M YCTOWYMBOCTb
HeBsckpbiThle (hriakoHbl C peareHTamy XpaHATCA A0 UCTEYEHNA CPOKa FO[HOCTY B YCNIOBMAX, YKA3aHHbIX Ha 3TUKETKe.

XKuakuin BckpbiThle hnakoHbl roaHbl K NPUMEHEHUIO B TedeHne 2 MecALes Npu TemnepaType
TpoM6ONNacTH xpaHeHuA 2-8°C, 5 aneit npu 15°C (Ha 6opTy Sysmex CA-1500) u 6 yacos npu 37°C (Ha 60pTy
AC-4, NCONb3yA KOHTENHEP ANA PeareHToB ¢ KPbILWKOii). CTabunbHOCTL peareHTa Ha 6opTy
Sysmex CA-1500 - 7 oHei.
HE 3AMOPAXXVBATb! MNpusHaku yxyaweHna ka4ecTsa peareHTa: 60nbLI0e CKonneHme
4acTUL NN OTAIMYMA OT OXMAAEMbIX 3HAUEHMA MOTYT 03HAYaTb YXy/AlWEHNE CBOVICTB
peakTuBa.

OTBEOP U NOArOTOBKA OEPA3LI0B

[nA pa6oTbl crieayeT MCMONb30BaTh TOMbKO MNACTUKOBbIE UM CUr HHbIE C . Kpoeb
3abypaeTcA B NPOGMPKY C LMTPATHLIM aHTUKOArynAHTOM (3,2% unu 3,8% uMTpaT HaTpuA) B COOTHOWeHUM 9 + 1. Mocne
ueHTpucyrupoBanma npu 1500 g, B TedeHne 15 MUHYT (MCMoONb3oBaHUE APYrx napameTpoB AOSIKHO MPOBEPATLCA
nabopaTopueil), Mony4eHHylo nnasmy Heo6XoauMO OTAENNTb OT (hOPMEHHbIX 3nemMeHToB Kposw. Mnasmy cneayet
XpaHuTb Npu Temnepatype *18 —"24°C. TecTupoBaHMe AOHKHO GbiTb MPOBEAEHO B TeyeHne 4 4acoB nocne 3a6opa
06pasuos, ME0 Nnasmy MOXHO OAHOKPATHO 3aMOPO3UTh U XPaHUTL NpK TemnepaType -20°C B TeyeHne 2 Heaenb unn
npu -70°C B Teyenne 6 mecAues. Mepen npoaeneuwem uccnenoBaHnA nnasmy cneayeT GbICTPO pa3mMopo3vTb Mpu
*37°C. He aepxaTs nnaamy npu *37°C Gonee 5 MuHyT®.

NPOLEEAYPA

[nA yctaHoBneHnA Gonee TouHoro MHO pekol yeTcA onp Tb cneumnd! oe AnA nabopaTopuu 3HadeHue
MWY (Tak HasbiBaeMbli «floKanbHbl» MUY) ana xuakoro TpombonnactuHa. Helena Biosciences Europe pekomeHayeT
ANA 3TUX Lenei npumeHATb Kanubpatop MUY (Kat.Ne REF 5519)75 Mono6Han npoueaypa AomkHa GbiTb NpoBeaeHa
ANA KaXKaoii HoBol napTum peareHToB. KoHTponb Ha MHO (KaT.Ne REF 5490) ucnonb3syeTcA AnA KOHTPONA U3MEHeHUA
B «/10KanbHOM» MUY, Tak Kak ero 3HauyeHue MOXeT He3HaYUTEerNbHO BapbUpOBaTh B 3aBUCUMOCTY OT MCMOMb3YEMbIX
NPUGOPOB, & TaKXKe U3MEHEHNI1 TeMNepaTypb! B 1a6OPATOPUN 1 APYTIX NIOKaNbHBIX (haKTOPOB.

PyuHon Meton

1. B3ATb HEOGXOAMMOE KONMYECTBO XMAKOro TPOMGONNACTUHA, Hi AnA N TecT A B
TeueHne AHA 1 HKyGrposaTk npu 370C (Ho He Gonee 4 yacos).
2. MporpeTb 0,1 MA TecTUpyemoi nnaambl npu *37°C B TeYEHNE 2 MUHYT.
3. [o6aBuTb 0,2 MN CBEXENPUrOTOBNIEHHON paboyeil CMECU PeareHToB K Nnasme U HeMeANIeHHO BKIIOYNTL
Taiimep.
4.  3ameTuTb BpemA, Heobxoaumoe AnA 06pa3oBaHuA CrycTka ¢ TOHHOCTbIO 10 0,1cek.
ABTOMaTM3UpPOBaHHbIH MeToa
,uﬂﬁ nposefeHnA TeCTUpPOBaHWA Ha aBTOMaTU4eCKUX KoarynomeTtpax, HQOGXOHVIMD oﬁpawnhcn K PYKOBOACTBY
nonb3osaTenA 1 K COOTBETCTBYIOWEN aaanTtaumm, KoTopble A0CTYMHbI Y oduunanbHbiX AUCTPUBLIOTOPOB M KOMNaHUM
Xenena.

WHTEPMPETALUWA PE3YJIbTATOB

PesynbTathl AOMKHBI GbiTh NPEACTAB/EHbI C TOYHOCTLIO A0 0,1 CEK 1 pasHMLa B NOBTOPaX He AOMKHA NPeBbIWaTh 5%.
3BHaueHne %[B MOXHO onpefnenvTb no KanwﬁposowHoMy rpachuky (rpachmk ™ %[MB ot ol 0
BPEMEHW), KOTOpbI AOMKEH BbiTb CTPOro B 6unorapud ITax Npy NOCTPOeHUU rpadumka
Ha TPOBKE C norapuc! MacwTabom Ha 06enx ocAx.

MHO Mo3eT 6bITb BbIMUCIEHO NO hopmyne: )}MW

MHO= {MB (nauvieHTa)/cpeaHee MB (Hopma)
AnA 6Gonee noapo6HON MH(OPMaUWK MO MOHWTOPUHIY nauuWeHToB Ha BapdapuHe obpaTuTech K pekoMeHAaUMAM
BputaHckoro O6uectea no lematonorvu - «PekomeHpauMu Mo aHTUKOArynAaHTHON Tepanun BapcapuHom», 4-e
u3panne 2011r. Ha BpeMA neyarty 3Toro JOKyMeHTa”.

OrPAHUYEHUA

Ona nony rpacmka cTn (%I1T) oT B! CBEPTbIBAHNA HE PEKOMEHAYeTCA WCMonb30BaTh Cepun
pasBeaeHMin  peciepeHCHON MNasmbl, MOCKOMbKY 3TO MOXET MPMBECTM K HETOYHOCTM, BbI3BAHHOW HU3KUM
conep>xaHnem ubpuHoreHa B GonbluMX pasBeieHUAX pecdiepecHoit nnasmbl, YTO He COOTBETCTBYeT obpasuam
nauyveHToB, WMeKWnXx, B OCHOBHOM, HGpMaﬂhHhIVI YpOBEHb Q)VIﬁpVIHOI'eHa. Komnanua Xenewa pekomeHayeT
ucnonb3oBaTth kanuéparop kat. Homep 5504R ana %[MB, n npamoro onpegenexua MHO.

KOHTPOJIb KAYECTBA

Kaxpaa nabopatopuA [O/MKHA YCTaHOBWUTL Mporpammy KOHTponA kadectsa. [lepef msMepeHvem Kaxaon naptum

06pa3LioB NaLUEHTOB HEOGXOANMO NPOTECTMPOBATE HOPMATbHYIO 1 NATOMOTAYECKYIO MNa3My, YTOBbI YAOCTOBEPUTLCA

B YAOBNETBOPUTENBHON paGoTe oﬁopyp.oaaHm v onepatopa. ECM KOHTPOMbHbIE M3MEPEHUA He COBNaaaloT ¢
, TO [AaHHble NauveHToB cneayeT cYMTaTb He[0CTOBEPHbIMU.

KoMnann Xenena peKumeunyeT cneny»oume KOHTPO/IbHbIE MaTepuasbl:

Kat.Ne 5186 KoHTponb kayectsa, Hopma

Kat.Ne 5187 KoHTponb kayecTsa, yMepeHHO BblpaXKeHHaA naTonorna
Kat.Ne 5183 KoHTponb kayecTsa, BbicOKan Natonorna

Kat.Ne 5490 KoHTponb Ha MHO

HOPMAJIbHBIE MOKA3ATE/N

Pe(bepeHCHble 3Ha4YeHuA MOryT BapbuvpoBaTb Mexay ﬂaGOpaTOpMHMVI B 3aBMCUMOCTW OT WUCMONb3YyeMbIX MEeTOo0B U
aHanusaTopoB. B cBA3M ¢ aTUM KaxxaaA nabopaTopuA AOMKHA ONpefenvTb CBOKO COBCTBEHHYIO 06nacTb HOPMasbHbIX
3HaueHWin. BTO KpaiiHe BaXHO ANA YCTAaHOBKM NokankHoro MY TpomGonnacTuta. [ Hop!

nauviexTos 11,50 - 14,60 cek.; 0.930 - 1.160 INR; 79.10 - 112.80 %PT ¢ ucnonb3osaH1em koarynomeTpos Sysmex.

SKCNNYATAUNOHHBIE XAPAKTEPUCTUKN

Komnanua XeneHa wnm €€ AMCTPUGLIOTOPbI ONpesenvny  Crneaylowme  OpPUEHTVPOBOYHbIE — aHanMTUYecKue
xapakTepucTuku. Kaxpaa na6opatopua [O/KHA ONpeaennTh CBOM COGCTBEHHbIE aHaNMTUYECKUe XapaKTepucTUKM.

Mpun 0BaHUN ONTUKO:- KOrO Koarynometpa W peareHToB XeneHa Gbinu onpeaeneHsl cneayiowme
koathchuumenTsl Bapuaumm (CV):
BocnpoussoaMMocTb
O6pasey KoHnTtpons KoHTponb kauecTsa, KoHTponb KauecTsa,
KavecTBa, Hopma naronoruva
naronorua
SsD cv(%) SD CcV (%) SsD CcV (%)
BocnpouasoanmocTs 0,07 0,59 0,24 1,09 0,45 1,11
B npeaenax aHaMTUHecKon 0,10 0,83 0,16 0,75 0,49 1,20
cepun
MexX/y pasHbIMU 0,04 0,32 0,06 0,27 0,25 0,62
aHaNMNTU4eCKNMU cepuAMn
0,12 1,07 0,29 1,35 0,72 1,75

Mexay
napTUAMM/NaGoPaToPUAMA

TecT-cuctema "XXuakuit TpomGoNNacTUH" He YyBCTBUTENEH K renapuHy B KOHLEHTpauumn fo 2 Ea/mn. Ucnonbsya 5%
AONYyCTUMOE OTK/IOHEeHWe, peareHT He YyBCTBUTEeNEeH K I'eMOI'ﬂOGI/IH‘/ B KOHUEHTpauuu no 10 /. MCHOﬂhSyH 5%
[ONYCTUMOE OTK/IOHEHWe, peareHT He YyBCTBUTENeH K 6unupybuHy B KoHueHTpauum no 0.5 r/Jl. He obHapyxxeHo
YYBCTBUTENbHOCTM K YPOBHIO Nunuaos Ao 3.75 r/J1 okasblBaloWMX BO3AEWCTBME Ha BpeMA CBEPTLIBAEMOCTU.
KOHUEHTPaLMM MNNAOB BbilLe 3TOFO YPOBHA NPEAOTBPATAT OGHAPYXKEHMe CrycTka.

CpaBHeHMe co cTaHaapTamu:

CpaBHeHne 3HadeHMit MHO 268 o6GpasuoB, onpeaenéHHbIX € nomolblo TecT-cucTembl “TpomGonnacTuH” u
TecT-cuctembl “XXuaxuii TpoM6onnacTMH” Aano cneayiolumne KOppeALMOHHbIE COOTHOLEHNA:

YKupakuii Tpomb6onnacTuH (cek) = 0,9911x + 0,1038 P= 0,9941 n =268
XKupkwia Tpom6onnactuH (MHO) = 0,9853x + 0,0261 P= 0,9500 n=268
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9. Keeling D (2011) Guidelines on Oral Anticoagulation with warfarin: Forth Edition, British Journal of Haematology,
154(3): 311-324.



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



Nuova Aptaca Srl Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

CERTIFIED COMPANY UNI EN I1SO 9001:2008 & UNI CEI EN ISO 13485:2012

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE MADE IN ITALY
30.03.2015 -

CODICE ARTICOLO:
. 2120
ITEM CODE:

DESCRIZIONE / DESCRIPTION

Contenitore graduato per urine da 150 ml

Contenitori prodotti in polipropilene medicale (PP) con
tappo a vite non assemblato, in polietiiene (HDPE) di
colore azzurro, che ne garantisce la perfetta tenuta con
bordo zigrinato per una apertura e chiusura facile e
sicura. Contenitore con superficie di scrittura. Ottima
resistenza alle basse e alte temperature e buona
resistenza agli agenti chimici. Dispositivo latex-Free.

150 ml graduated urine containers

Containers made in medical polypropylene (PP) with
Light blue not assembled screw cap in polyethylene
(HDPE) which guarantees the perfect leak-proof, with
milled rim allowing a safe and easy opening/closing.
Container with writing surface. Excellent high and low
temperatures resistance and chemical agents. Latex free
device

Prodotto con marchio C€ - conforme alla Direttiva 98/79/CE e al D.Igs 332 del 08/09/2000
C€ Marked product - manufactured in compliance with 98/79/CE Directive and D.Igs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES ‘

Stato microbiologico NON STERILE /NOT STERILE Microbilogical status
Materiale impiegato contenitore POLIPROPILENE / POLYPROPYLENE Raw material — container
Materiale impiegato tappo POLIETILENE HDPE / POLYETHYLENE HDPE Raw material - cap
Volume nominale contenitore (ml) 150 Nominal volume container (ml)
Scala graduata MIN. 20ML — MAX 100ML Graduated scale
Incrementi scala graduata (ml) 20 Intervals graduated scale (ml)
Temperature tollerate contenitore MIN -10°C MAX +120°C Temperature range - container
Temperature tollerate tappo MIN -50°C MAX +80°C Temperature range - cap
Dimensioni contenitore (mm) B58x72 Dimensions - container (mm)
Dimensione tappo (mm) @61x13 Dimensions — cap (mm)
Peso contenitore (gr.) 9,0 Weight - container (gr.)
Peso tappo (gr.) 5,8 Weight — cap (gr.)
Validita del prodotto 5 ANNI/YEARS Shelf life

Mod ST-059/01.06/1 ART. Cop. 2120 Pag. 1 di 2



Nuova Aptaca Srl Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione € quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” adatto a contenere fluidi biologici per effettuare
le analisi di laboratorio.ll dispositivo in oggetto & destinato esclusivamente ad uso professionale.
Classificazione Nazionale Dispositivi Medici (CND) >W05010203 (Contenitori per raccolta di urina)

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1249116/R

Codice EDMA > 51021001 - Non sterile urine containers

Intended purpose is “IN VITRO MEDICAL DEVICE” to contain biological liquids to perform laboratory tests.

For professional use only
National classification of medical devices (CND - For Italian law) > W05010203 (Urine collection, containers)

EDMA code > 51021001 - Non sterile urine containers

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’'uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -10°C max +50°C
Store in dry place, Temperature range: min -10°C max +50°C

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell’'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

IMBALLO / PACKING

- . . 500 ‘
Quantita (pz): Confezione interna (pz): - . . QUANTITA MINIMA VENDIBILE
. . 500 : /" (tappi in sacchetti da 250 pezzi)
Quantity (pcs): Internal packing (pcs): (caps in bags of 250 pieces) MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (KQ): Volume (m3):
External box dimensions (cm): 55X 35,5x 45,7 Weight (Kg): 8,08 Volume (m3): 0,089

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS

Data di fabbricazione Data di scadenza Consultare i documenti accompagnatori

Manufacturing date Expiry date Please consult accompanying documents
Lot Numero di lotto Monouso

Lot number Disposable

Mod ST-059/01.06/1 ART. Cop. 2120 Pag. 2 di 2
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



CISQ is a member of

ok

] ** * . i o 4 "ﬂ[ T
N\ gz
****: [ R

[ ———
THE INTEANATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga di contattare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim. it
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
y | @/\,
ICIM S.p.A.
Piazza Don Enrico Mapell,/75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

CisQ

WWW.Cisg.com

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

o
SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.

0860CM_02_IT
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



\ Aptaca S.p.A. M7, o
A  Regione Monforte, 30 - 14053 Canelli (Asti) Italy = Cl l n I S W o b DS
. 7€l (+39) 0141/83.50.75 — Fax (+39) 0141/83 52.92 -

APTACA E-Mail: info@aptaca.com — Website: www.aptaca.com I Dry Swabs

CERTIFIED COMPANY UNI EN ISO 9001 & UNI CEI EN ISO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE m
16.03.2020
DRY SWABS IN TEST TUBES
TAMPONI SECCHI IN PROVETTA

Dry swabs, available in a wide
range of materials and sizes, for
various applications.

They are contained in a labelled
cylindrical test tube @12x150 mm
for a more easy samples
protection, in unbreakable
medical PP, to preserve sample
and users safety. Supplied with
label on test tube and cap for
patient and sample identification
and as a seal indicating that the
product has not been previously
used. Cap has same diameter than test tube. Can be packed in medical peel-pack or in bulk.

All the Devices are produced according to GMP (Good Manufacturing Practice) and are classified and certified as
Medical Devices Class Il sterile (invasive surgery for temporary use). The swabs are sterile irradiated (SAL 10-%), Pyrogen
free.

Tamponi secchi, disponibili in una ampia gamma di materiali e formati, per molteplici applicazioni.

Sono contenuti in una provetta cilindrica @12x155 mm, prodotta in polipropilene medicale infrangibile al fine di
preservare il campione, per un pitu agevole utilizzo e per garantire la sicurezza degli operatori. L’etichetta pre-applicata
sulla provetta e sul tappo serve sia per l'identificazione del paziente e del campione sia come garanzia che il prodotto
non sia stato in precedenza utilizzato. Il tappo € del medesimo diametro della provetta. Possono essere confezionati in
peel-pack medicale o in bulk.

Tutti i Dispositivi sono prodotti in accordo alle GMP (Good Manufacturing Practice). Sono classificati e certificati come
Dispositivi Medici lla sterile (invasivi chirurgici per uso temporaneo). | tamponi sono sterili per irraggiamento (SAL 10-5),
garantiti Apirogeni.

|3 0426 MD marked sterile - manufactured in compliance with 93/42/EC Directive (ltalian D.lgs 46 del
24/02/1997) + 2007/47/EC - Class lla sterile

Dispositivo DM con marchio C E 0426 - conforme alla Direttiva 93/42/CE (D.lgs 46 del 24/02/1997) +
2007/47/CE - Classe lla sterile

Swab Intended purpose is “MEDICAL DEVICE” CLASS |lA STERILE. Swabs are sterile and ready-for-use systems intended for
clinical samples drawing for cultural exam. The swab is suitable for short contact with the human body including surgical
wounds. Product must be used as directed, Aptaca is not responsible for any unauthorized use.

For professional use only.

National classification of medical devices (CND - For Italian law) > V901301 (Dry swabs for collection sample)

La destinazione d’uso del tampone e quella di “DISPOSITIVO MEDICO” DI CLASSE IlA STERILE. | tamponi sono dei sistemi
sterili e pronti all’'uso, previsti per il prelievo di campioni clinici per 'esame culturale. Il tampone e un dispositivo indicato
per prelievi che prevedono brevi contatti col corpo umano anche in ambito chirurgico. Si declina ogni responsabilita per
utilizzi diversi da quello specificato.

Il dispositivo in oggetto e destinato esclusivamente ad uso professionale.

Classificazione Nazionale dei Dispositivi Medici (CND) > V901301 (Tamponi neutri per prelievo di campioni)
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The applicator shaft of the swab is mounted on the tube
—  plug which serves as an optimal grip for an efficient swab
handling.

L'asta del tampone € montata sul tappo della provetta per una presa ottimale ed una efficacie direzionalita.

Available in four versions on sampling site base:
Disponibili in quattro varianti in base al sito di prelievo:

Plastic shaft, Rayon tip: made in anti-shock polystyrene, very flexible but
easily breakable as needed, with rayon tip, atoxic. Particularly suitable for
mouth, throat, vagina, urogenital apparatus, skin, wounds and surgical
wounds.

Asta plastica, puntale in viscosa: prodotta in polistirolo antiurto, molto flessibile ma facilmente spezzabile in base
alle necessita, puntale in viscosa, atossico. Tampone particolarmente idoneo per bocca, gola, vagina, apparato
urogenitale, pelle, ferite e incisioni chirurgiche.

Plastic shaft, Foam tip: Special polyurethane foam, medical grade, swab
tip that allows a very good clinical sample collection and the following
immediate release into the liquid transport medium. The soft foam bud is
more comfortable for patients, and has significant advantages for both
conventional and molecular methods. It has a plastic shaft with “break-
point”. Standard dimensions, for buccal, nasal, throat, vagina, groin, rectal, faeces, cutaneous and wound sampling;

Asta plastic, puntale in FOAM: Tampone in speciale spugna poliuretanica (foam), grado medicale, che consente una
raccolta ottima del campione clinico e il successivo rilascio immediato nel terreno liquido. Il puntale in schiuma morbida
poliuretanica e piu confortevole per i pazienti e presenta vantaggi significativi sia per i metodi convenzionali che
molecolari. Asta in plastica con punto di rottura “break-point”. Tamponi di dimensioni standard per prelievi boccali,
nasali, faringei, vaginali, inguinali, rettali, fecali, cutanei e ferite;

Aluminum shaft, rayon tip: atoxic shaft, with rayon tip, ideal for arduous
or delicate sampling. The narrow dimension of the swabs shaft (only 0.9
mm), the high flexibility and strength, the small fiber tip, make it particularly
suitable for urogenital, urethral, ocular, nasopharyngeal and paediatric
uses.

Asta alluminio, puntale in viscosa: asta con puntale in viscosa, atossico, ideale per prelievi difficoltosi o delicati. Il
diametro dell’asta di soli 0,9 mm, l'alta flessibilita e resistenza e le ridotte dimensioni del puntale in fibra la rendono
particolarmente idonea per prelievi urogenitali, uretrali, oculari, nasofaringei e pediatrici.

Wooden shaft, Cotton tip: made in 100% cotton tip (European
Pharmacopea) and atoxic wooden stick. Swabs for general clinical use,
everyday performance, suitable for throat, vagine, skin and wounds
drawings, Gram-positive, Gram-negative. Not recommended for N.
gonorrhoeae or C. trachomatis.

Astain legno, puntale in cotone: prodotto in puro cotone 100% (Farmacopea Europea) e asta in legno. Tamponi per
un uso generale, idonei per prelievi in gola, vagina, pelle e ferrite. Gram positive e Gram negativi. Non raccomandati
per N. gonorrhoeae o C. trachomatis.
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TEST TUBE / PROVETTA

Swab is contained in a cylindrical test tube @ 12 x 155 mm, in transparent, unbreakable medical polypropylene (PP),
to preserve sample and user’s safety. With pressure cap in polyethylene (HDPE) with specific colour according to stick
type. Pre-labelled on test tube to allow a correct sample identification. Iltem code, lot number and expiry date printed on
each label for a full traceability.

Il tampone & contenuto in una provetta cilindrica @ 12 x 155 mm, prodotta in polipropilene (PP) medicale e trasparente,
al fine di preservare il campione e la sicurezza degli operatori. Con tappo a pressione in polietilene (HDPE) di colore
specifico in base al tipo di asta. Ogni provetta € etichettata per consentire una sicura identificazione del campione. Su
ogni etichetta sono stampati il codice articolo, lotto e scadenza per una tracciabilita completa.

PRECAUTIONAL MEASURES / PRECAUZIONI D’'USO

¢ The device must be suitable for both the selected transport medium (if present) and the defined sampling site;

¢ Use only for the collection and transport of human biological samples for the detection of potential pathogens such
as aerobic, anaerobic and facultative anaerobic bacteria, compatible with the type of device selected;

¢ Do not deviate from the intended use;

¢ Do not use the product if it is expired or the package is opened/damaged. Sterility guaranteed if unopened;

¢ Use the device following aseptic procedures;

¢ Single-use device; do not reuse. Reusing the device could contaminate the sample and/or the patient;

¢ Keep the device away from flames and heat sources;

¢ The fiber is only guaranteed to adhere to the shaft for instant sampling;

¢ The shaft is breakable, exert moderate pressure during sample collection;

e Store in a cool, dry place at a temperature between +2°C (35.6°F) and +30°C (86°F). Do not freeze;

¢ After use, the device may contain infectious microorganisms. Use appropriate PPE and dispose of the test tube and
swab according to current regulations for medical waste.

¢ Keep out of flame or heat sources which might damage the product.

e Keep out of reach of children.

o Strictly follow the user’s instructions.

e Utilizzare il Dispositivo solo per la tipologia di campione idonea al terreno di trasporto scelto (se presente) e al sito
di prelievo definito;

e Utilizzare esclusivamente per la raccolta e il trasporto di campioni biologici umani per la ricerca di eventuali organismi
patogeni come batteri aerobi, anaerobi, anaerobici facoltativi compatibilmente con la tipologia di Dispositivo scelta;

e Non variare la destinazione d’uso;

¢ Non utilizzare il prodotto scaduto o con la confezione aperta/danneggiata. Sterilita garantita a confezione integra;

e Utilizzare il Dispositivo con procedure asettiche;

¢ Non riutilizzare, dispositivo monouso. Il riutilizzo del Dispositivo potrebbe causare la contaminazione del campione
prelevato e/o del paziente;

¢ Non avvicinare il dispositivo alla fiamma o a fonti di calore;

e [ 'adesione della fibra all’asta € garantita unicamente per prelievi istantanei;

e |l materiale dell’asta e frangibile, esercitare una pressione moderata durante il prelievo;

e Conservare in luogo fresco ed asciutto, temperatura min +2°C (35,6 °F) / max +30°C (86 °F). Non congelare;

e Ogni dispositivo, dopo l'utilizzo, pud contenere microrganismi infettivi, utilizzare appositi D.P.l. e smaltire provetta e
tampone secondo le normative vigenti per i rifiuti sanitari

e Non awvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare.

¢ Prodotto non adatto ai bambini.

e Le istruzioni d’uso vanno seguite attentamente.
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Wooden Stick / Asta Legno

Sterile swabs wooden stick and cotton tip, in
polypropylene @ 12 x 150 mm test tube with label.
Available sterile in bulk or sterile individually wrapped.

o ke s i

Mwmmwmmnﬁ
apta

Tamponi sterili asta legno e puntale in cotone, in provetta
in polipropilene @ 12 x 150 mm con etichetta.

Disponibili in versione sterili in bulk o sterili in confezione
singola.

o ]l

100% cotton tip (European Pharmacopea) and handle in biodegrable atoxic white birch wood, completely round, straight
and polished, resistant to sudden changes of temperature. The tip is bonded to a handle, atoxic glue to fix cotton tip,
and is perfect for general purpose medical use. Very absorbent, soft, and safe, cotton-tipped applicators perform
consistently and reliably.

Cotton tip can contain some substances that annoy some bacteria. The most sensitive bacteria may not survive after the
collect. In these cases are preferable swabs with rayon tip.

Puntale in cotone 100% (European Pharmacopea) ed asta in legno di betulla bianca, biodegrabile e atossico,
completamente arrotondato, resistente agli sbalzi termici. La punta € avvolta all’asta con colla atossica ed € un tampone
idoneo per uso medici generali. Applicatori molto assorbenti, morbidi e sicuri per un utilizzo affidabile.

La fibra di cotone del puntale puo contenere alcune sostanze che infastidiscono alcuni batteri. | batteri pit sensibili hanno
maggiori difficolta a sopravvivere dopo la raccolta, in questi casi preferibili tamponi con puntale in viscosa.

Absorbance / Assorbenza: 100 uL £10% in 5” £1”(physiological solution / soluzione fisiologica)

Dimensions / Dimensioni
A:150+2 mm/B: 146 #1 mm/C: @ 2,2 40,21 mm/D: 5.5 mm £0.5 mm/ E: 14 mm *1 mm

2150/SG Bulk Inner box / Confezione interna: 100 pcs (180x115x135 mm — 0,5 Kg.)

External carton / Scatola: 1.000 pcs (585x287x205 mm — 5,3 Kg.) 1901134/R
Individually wrapped Inner box / Confezione interna: 150 pcs (340x225x175 mm — 1,3 Kg.)
2150/SG/CS Confezione singola External carton / Scatola: 900 pcs (540x360x460 mm — 8,7 Kg.) 1901356

60 months / mesi

! Repertorio Nazionale dei Dispositivi Medici
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y Sterile swabs plastic stick and rayon tip, in polypropylene
ivolis oo e o e v o @ 12 x 150 mm test tube with label.
e — : : Available sterile in bulk or sterile individually wrapped.

" Eesro A

Tamponi sterili asta plastica e puntale in viscosa, in
provetta in polipropilene @ 12 x 150 mm con etichetta.
Disponibili in versione sterili in bulk o sterili in confezione
singola.

A

|

F.

o

This specialty swab is made with rayon fiber. It is bonded securely to a rigid white birch polystyrene handle by an aqueous
based adhesive.

Tampone prodotto con fibre di rayon. Il puntale in rayon € saldamente fissato all’asta semirigida in polistirolo mediante
un adesivo a base acquosa.

Absorbance / Assorbenza: 100 pL + 10% in 10 sec. (acqua + TSB) / (water + TSB)

Dimensions / Dimensioni
A:150+2 mm/B: 146 1 mm/C: @ 2,5+0,1 mm/D: 5—-6 mm/E: 15 mm £2 mm

Inner box / Confezione interna: 100 pcs (180x115x135 mm — 0,5 Kg.)
2160/SG Bulk External carton / Scatola: 1.000 pcs (585x287x205 mm — 5,3 Kg.) AU

Individually wrapped | Inner box / Confezione interna: 150 pcs (340x225x175 mm — 1,3 Kg.)
2160/SGICS Confezione singola External carton / Scatola: 900 pcs (540x360x460 mm — 8,7 Kg.) 1901353/R

60 months / mesi

! Repertorio Nazionale dei Dispositivi Medici
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Alluminum Stick / Asta Alluminio

. Sterile swabs alluminum stick and rayon tip, in
Mudk et o omrs el | polypropylene @ 12 x 150 mm test tube with label.

Disposkivo
mmmmwmm {18 lt.}-

Available sterile in bulk or sterile individually wrapped.

NUOVA AFTACA SR

L] A

Tamponi sterili asta alluminio e puntale in viscosa, in
provetta in polipropilene @ 12 x 150 mm con etichetta.
Disponibili in versione sterili in bulk o sterili in confezione
singola.

A »

Swabs with viscose (rayon) tip, aluminium stick, atoxic, resistant to sudden changes of temperature. Atoxic glue to fix
viscose tip. Very thin shaft and small tip for paediatric, urethral, urogenital and nasopharyngeal sampling. Without break
point.

Tamponi in viscosa con stelo in alluminio, non tossico e resistente agli sbalzi termici. La colla utilizzata per il fissaggio
della viscosa € atossica. Asta e puntale particolarmente sottili per un utilizzo pediatrico, uretrale, urogenitale e
nasofaringeo. Senza punto di rottura “break-point”

Absorbance / Assorbenza: 20 uL £10% in 10 sec. (acqua + TSB) / (water + TSB)

Dimensions / Dimensioni
A: 1472 mm/B: 1451 mm/C: @ 0,9 +0,1 mm/D: 2,2 +0,5 mm/ E: 12 +2 mm

Inner box / Confezione interna: 100 pcs (180x115x135 mm — 0,5 Kg.)
2170/SG Bulk External carton / Scatola: 1.000 pcs (585x287x205 mm — 5,3 Kg.) 1901354/R

Individually wrapped | Inner box / Confezione interna: 150 pcs (340x225x175 mm — 1,3 Kg.)
2170/SGICS Confezione singola External carton / Scatola: 900 pcs (540x360x460 mm — 8,7 Kg.) S 355/R

60 months / mesi

! Repertorio Nazionale dei Dispositivi Medici
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Plastic Stick, FOAM tip / Asta Plastica, punta in FOAM

Sterile swabs plastic stick and Foam tip, in
polypropylene @ 12 x 150 mm test tube with label.
Sterte Dry Swobs T £ Available sterile in bulk or sterile individually wrapped.

-

N iniswab?®

Tamponi sterili asta plastica e puntale in spugna
(Foam), in provetta in polipropilene @ 12 x 150 mm con
etichetta.

Disponibili in versione sterili in bulk o sterili in
confezione singola.

This specialty applicator is tipped with medical grade polyurethane foam. It is bonded securely to the plastic handle. The
best choice for buccal swab, for general specimen collection for testing and screening. Used in Pediatrics, Opthamology,
Veterinary care, and oropharyngeal applications. With break point at 78 mm.

Il puntale in spugna di poliuretano di grado medicale é fissato saldamente all’asta in plastica. La scelta migliore come
tampone buccale e per la raccolta di campioni in generale. Utilizzato in Pediatria, oftomatologia, veterinaria e in
applicazioni orofaringee. Con punto di rottura a 78 mm.

Dimensions / Dimensioni

Overall Length / Lunghezza complessiva 152 mm

Tip / Puntale

@ 4.4 mm

Length / Lunghezza 15.2mm
Handle / Asta

@ 2.5 mm

Length / Lunghezza 150 mm

Inner box / Confezione interna: 100 pcs (180x115x135 mm — 0,5 Kg.)
2190/SG Bulk External carton / Scatola: 1.000 pcs (585x287x205 mm — 5,3 Kg.) 1901356/R
2190/SG/CS Individually wrapped | Inner box / Confezione interna: 150 pcs (340x225x175 mm — 1,3 Kg.) 1901357/R

Confezione singola External carton / Scatola: 900 pcs (540x360x460 mm — 8,7 Kg.)

60 months / mesi

! Repertorio Nazionale dei Dispositivi Medici
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QUALITY ASSURANCE

Tutte le materie prime, componenti e ogni lotto di prodotto finito vengono sottoposti a severi controlli di qualita effettuati
dalla ditta allo scopo di verificare che le specifiche siano soddisfatte.

All raw materials, components and every lot of finished product undergo strict quality inspections carried out by N.A. in
order to check conformance to specifications.

PRODUCT DETERIORATION / DETERIORAMENTO DEL PRODOTTO

The content of the unopened and undamaged units is guaranteed to be sterile. Do not use the units in case of damage,
dehydration or contamination. The Devices must be stored at +2°C (35.6°F) / +30°C (86°F) until used. Improper storage
will result in a loss of efficacy. Do not use after expiration date indicated on label.

Il contenuto delle unita non ancora aperte e non danneggiate & garantito sterile. Non utilizzarle se presentano tracce di
danneggiamento, disidratazione o contaminazione. Il Dispositivo deve essere conservato a +2°C (35.6°F) / +30°C
(86°F). fino ad utilizzo. Conservazione impropria puo risultare in perdita di efficacia. Non usare dopo la data di scadenza
indicata sull’etichetta.

HOW TO USE / MODALITA D’USO

e If present, open the blister pack from the “peel here” indication. If the swab is in
a test tube, remove the applicator from the test tube;

1
o Se presente, aprire il blister dove vi e l'indicazione ‘peel here”. Nel caso di
tampone in provetta, estrarre il tampone applicatore dalla provetta;
e Collect the sample from the concerned site;
2
o Effettuare il prelievo dal sito interessato;
7 e For adry swab in a test tube, put the applicator into the tube, seal tightly with the
cap and write the patient’s data on the label.
3

[) e Nel caso di tampone secco in provetta, porre il tampone applicatore nella
provetta, richiudere bene con il tappo e annotare i dati del paziente sull’etichetta.

SPECIMEN CULTURES IN THE LABORATORY / MODALITA D’USO IN LABORATORIO

Manual Processing / Procedura manual
1. Remove the cap with swab applicator;
Rimuovere il tappo con il tampone applicatore;
2. Using the swab applicator, Streak the agar plate while rolling the swab tip.
Utilizzando il tampone applicatore effettuare l'inoculazione sulla piastra strisciando e ruotando il puntale
dell’applicatore.

Manual processing with Streak plating example
swab applicator
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SIMBOLI SULL’IMBALLO / PACKAGING SYMBOLS

Data di fabbricazione Data di scadenza
Date of manufacture Expiry date

Monouso
Do not reuse
(Disposable)

Fabbricante
Manufacturer

Non usare se la confezione &

danneggiata - Non esporre all'umidita
Do not use if package is | Keep dry

o

et

2N

damaged

Non esporre ai raggi solari
Keep away from sunlight

Limite temperatura
Temperature limitation

Sterilizzazione con radiazioni ionizzanti
STERILE| R Sterilized using irradiation

Numero di lotto
Lot number

Codice articolo
Catalogue number

Latex free

Consultare le
istruzioni d’'uso
Consult instructions
for use

Cliniswab® is a registered trademark of Aptaca S.p.A. All rights reserved
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Boen Healthcare Co., Ltd.
Unit 602, International Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Devices

(see attachment for products included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-08-07
Certificate Registration No.: SX 60138020 0001
An audit was performed. Report No.: 15092074 004

This Certificate is valid until: 2022-02-27

Certification Body

({DAR})EuStsche

- Akkrediterungsstelle
D-ZM-14169-01-02

Date 2019-08-07

Fuxiu Sheng

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax +49 221 806-3935 e-mail.cert-validity @de tuv com http./iwww tuv com/safety

0020 ¢ 0408 ®  TOv, TUEV and TUAY ane fagstered Tademarks. (Iisation and apalication requires phor approgsl




EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Micro Blood Collection with Capillary Tube
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data
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HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA




000 “MuHuMen”, 241520, Poccuinckan Pegepauma, EpaHckan obnacTh,
BpAHcKkui paiioH, c. CynoHeBo, yn. WocceiHan, 17 A

Ten. (4832) 92-97-97, 92-24-562, -53, -b5, -56, -67, -58, -60, -61, -62

® MHorokaHankeHbI Homep - 8-800-100-48-32
m ®aKc (4832) 92-24-54, 92-24-59, 92-24-61

noecmaswuk nabGepamopul WMHH 3234007127 www.minimed.ru e-mail: info@minimed.ru
MacnopT
MAPKEP IEPMAHEHTHBIH

1. Hasnauenme
[IpeanasHadeH /I HAHCCCHHMSI MApPKHPOBKH Ha Oymare, pe3sMHe, KOXKE, IIaCTMACCe, MCTALIC, KEPAMHUKE H
CTEKJIC.
2. OcHoBHBIE TEXHHYECKHE XaPAKTEPHCTHKH
Kopnyc BeimonHeH u3 TBEpAOro mIaCTHKA.

Tonumna nuaun Mapkepos 1,0 mm (ToHkHE) Wl 2,5 MM (TOJICTBIC).

L I

HmeroTest Mapkepsl pa3aHYHBIX LBETOB: 3C/ICHBIC, CHHHE, KPACHBIC, YEPHBIC.
ITepMaHEHTHBIC YEPHUIA HA CITMPTOBOI OCHOBE.

o

VYcToluuBE K BO3ACHCTBHIO TeMmeparypst 1o 100°C.

3. YnaxkoBbiBaHHE, TPAHCHOPTHPOBAHHE H XPAHEHHE
Ynakosasel no 10 wTyk. Ynakoska o0ecrneyHBacT COXPAHHOCTh U34S PH TPAHCIOPTHPOBKE. Y CIIOBHS

tpancnoptuposanus uzacauii - mo F'OCT 15150-69 B kpsiToM Tpancnopte Jar060ro Buaa. Y cnoBust XpaHCHHU -
no 'OCT 15150-69.

5. Ceegenusi 00 yTHIH3AUHH
Wsnenne He mpencraBiasieT ONACHOCTH Ui OKPY)KAOWICH CpEeabl, KU3HH M 30POBbs JIIOACH mocne
OKOHuaHMs cpoka cmyxOsl. [Topsimok yTHaH3aliu H3Aenus ONpeaesieTcs moTpednreneM.

6. I'apanTHH NPOH3BOANTEIA
Hsrorosurens — CENTROPEN, a.s., Dacice Ttida 9. Kvétna 161,380 01 Dacice V (Yemickas Pecrybnuka)
[Moctasumk: OO0 «MunuMen», 241520, PD, Bpauckas obnacts, bpsiHckuii paiion, c. CymoHeBo, yi.
Ilocceiinas, 17A.
Cpok xpaneHust — 3 roga.

Havaasauk OTK I'py3unues C.A.




ELITech Clinical Systems e
Zone industrielle ;
61500 Sées - France

Tel: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

EMPOWI:R!NG VD

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dlSpOSltIfS médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dlSpOSItIfS sont classés dans la catégorie « autre dispositif » puisqu'ils n'appartiennent ni a la liste A et liste B de
I'annexe II et ni a |a classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technlque et s'appuie sur la certification de notre systeme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages) , conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023),

DECLARACION CE DE CONFORMIDAD

Nosotros, ElfTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 pdginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo®, va que no pertenecen a fa lista A ni 3 Ia lista B de/
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France .
Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00036

( t:lﬁux)’t\u f\

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON
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TRIGLYCERIDES MONO SL NEW

TGML-0427/0425/0515/0700/0517/0707/0457

TRIGLYCERIDES SL

TGML-0250/0455

IREACTIFS - REAGENTS - REACTIVOS |REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/MB30 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M480 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M450
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M630
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430 50123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-MB30
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0487/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52994
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0500/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0B50
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M630 53350
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LOL SL 2G LDLL-0230/0380/0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HOL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53305
LOL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M530
TRIGLYCERIDES ENVOY TGML-0850 53460

DCCE-ECSSAS-vi0
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REACTIFS - REAGENTS - REACTIVOS

[REFERENCES - REFERENCES - REFERENCIAS

Code GMDN

Contrdles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LOL 2G CALIBRATOR LOLL-0011/0041 4172
CHOLESTEROL Slandard 200 mg/dL CHOL-0055 4469
CK-MB CONTROL CKMB-0800 4469
ELICAL 2 CALI-0550 4786/
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046 47860
ISE CONTROL Il ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Slandard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 358!
URIC ACID Slandard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41830
CRP [P CONTROL Il ICRP-0047
CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP 1IGA-0400 53760
19G IP [GG-0400 53787
IgM IP [uem-0400 53795
PALBUMIN IP |ImMAL-0400 53475
PALBUMIN IP CALIBRATOR SET |IMAL-0043 53477
PALBUMIN IP CONTROL | |IMAL-0046 53478
BALBUMIN |P CONTROL Il |IMAL-0047
OROSOMUCOID IP |loro-0400 53606
PREALBUMIN IP |iPAL-0400 53957
PROTEIN IP CALIBRATOR SET |iPRO-0043 53593
RF CALIBRATOR |IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0048 47869
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN IP' ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 50238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850
ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT 1S01-0250 58237
ISE DILUENT ENVOY ISDV-0850
ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

ACID SOLUTICN for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5805 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707

o
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Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019
Certificate identity number: 10361225

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable
to this approval are listed.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.

Paul Graaf

Chief Operating Officer, Management Systems, MSIS %
Issued by: Lloyd's Register Nederland B.V. MyNAlgEﬁggr
for and on behalf of: Lloyd's Register Quality Assurance Limited Sv:;;:s

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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Lloyd's

Reg | Ster Certificate identity number: 10361225
Certificate Schedule
Location Activities
ELITechGroup B.V. 1ISO 13485:2016

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.

o

v

KAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Gilson Pipette Tips
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex II
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:
CE

Suzhou, 201.05.26

Ort, Datum / Place, date /
Lieu, date / Luogo, data




(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

it

Michael J. Windler, P.E.

4426 Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

’;’II”

Check Certificate
Status: here

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf
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